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PCT/JPOO/04226 28 June 2000 (28.06.00) 29 June 1999 (29.06.99) 


Applicant 

TOA PHARMACEUTICAL CO., LTD. et al 



1. Notice is hereby given that the International Bureau has communicated, as provided in Article 20, the international appfication 
to the following designated Offices on the date indicated above as the date of mailing of this Notice: 

US 

In accordance with Rule 47.1 (c), third sentence, those Offices will accept the present Notice as conclusive evidence that 
the communication of the international application has duly taken place on the date of mailing indicated above and no copy 
of the international application is required to be furnished by the applicant to the designated Office{s). 

2. The following designated Offices have waived the requirement for such a communication at this time: 

EP 

The communication will be made to those Offices only upon their request. Furthermore, those Offices do not require the 
applicant to furnish a copy of the international application (Rule 49.1 (a-bis)). 

3. Enclosed with this Notice is a copy of the international application as published by the International Bureau on 
04 January 2001 (04.01.01) under No. WO 01/00226 

REMINDER REGARDING CHAPTER II (Article 31(2)(a) and Rule 54.2) 

If the applicant wishes to postpone entry into the national phase until 30 months (or later in some Offices) from the priority 
date, a demand for internationa) preliminary examination must be filed with the competent International Preliminary 
Examining Authority before the expiration of 19 months from the priority date. 

It is the applicant's sole responsibility to monitor the 19-month time limit. 

Note that only an applicant who is a national or resident of a PCT Contracting State which is bound by Chapter II has the 
right to file a demand for international preliminary examination. 

REMINDER REGARDING ENTRY INTO THE NATIONAL PHASE (Article 22 or 39(1)) 

if the applicant wishes to proceed with the international application in the national phase, he must, within 20 months 
or 30 months, or later in some Offices, perform the acts referred to therein before each designated or elected Office. 

For further important information on the time limits and acts to be performed for entering the national phase, see the 
Annex to Form PCT/IB/301 (Notification of Receipt of Record Copy) and Volume II of the PCT Applicant's Guide. 





The International Bureau of WlPO 
34, chemin des Colombettes 
1211 Geneva 20, Swrtzerland 

Facsimile No. (41-22) 740.14.35 


Authorized officer 

J. Zahra 

Telephone No. (41-22) 338.83.38 



Form PCT/IB/308 (July 1996) 



3744632 



^fc\TENT COOPERATION TREA 

PCX 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
TA-35 


SeeNotificationofTransmittaloflntemational Preliminary 
FOR FURTHER ACTION Examination Report (Form PCT/IPEA/416) 


International application No. 

PCT/JPOO/04226 


International filing date (day/month/year) 
28 June 2000 (28.06.00) 
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TOA PHARMACEUTICAL CO., LTD. 



L This international preliminary examination report has been prepared by this Intemational Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 

□ 



sheets, including this cover sheet. 



This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see 
Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of _ 



sheets. 



This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the intemational application 

Certain observations on the international application 



I 

II 
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III 


□ 


IV 


□ 


V 




VI 
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VII 


□ 


VIII 


□ 



Date of submission of the demand 

22 December 2000 (22.12.00) 


Date of completion of this report 

21 June 2001 (21.06.2001) 


Name and mailing address of the IPEA/JP 
Facsimile No. 


Authorized officer 

Telephone No. 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



Int^Snonal application No. 

PCT/JPOO/04226 



I. Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed 

the description: 

pages 

pages 

pages 



□ 



, as originally filed 
, filed with the demand 



, filed with the letter of 



□ 



the claims: 

pages 

pages 

pages 

pages 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



filed with the letter of 



□ 



the drawings: 

pages 

pages 

pages 



, as originally filed 



, filed with the demand 



filed with the letter of 



I I the sequence listing part of the description: 
pages 

pages 

pages 



, as originally filed 

_ , filed with the demand 



filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

I I the language of a translation fiimished for the purposes of international search (under Rule 23. 1 (b)). 
I I the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 

or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

I I contained in the international application in written form. 
I I filed together with the international application in computer readable form. 
I I furnished subsequently to this Authority in written form. 
I 1 furnished subsequently to this Authority in computer readable form. 

I I The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 

international application as filed has been furnished. 
I I The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been fijmished. 

I I The amendments have resulted in the cancellation of: 

I I the description, pages 

I I the claims, Nos. 

I I the drawings, sheets/fig 



□ This report has been established as if (some oO the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70.17). 

** Any replacement sheet containing such amendments must be referred to under item I and annexed to this report. 
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Inter^^^^l application No. 
PCT/JP 00/04226 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



I . Statement 

Novelty (N) 

Inventive step (IS) 
Industrial applicability (lA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-5 



1-5 



1-5 



YES 
NO 
YES 
NO 

YES 
NO 



2. 



Citations and explanations 



Document 1 ; 



Document 2 ; 



Document 3 



Document 4 



Document 5 ; 



Database Medline on STN, US National Library 
of Medicine (Bethesda, MD, USA), No. 
92374001, H. Tazawa and M. Ooishi, ''MRSA 
ocular infections", abstract, Nippon Rinsho 
Jpn. J. Clin, Med., 1992, Vol. 50, No. 5, pp. 
1122-1126 (see English summary) 
Database Medline on STN, US National Library 
of Medicine (Bethesda, MD, USA), No. 
92133925, R. A Eiferman et al., Methicillin- 
resistant Staphylococcus aureus corneal 
ulcers", abstract, Annals of Ophthalmology, 
1991, Vol., 23, No. 11, pp. 414-415 
Database Medline on STN, US National Library 
of Medicine (Bethesda, MD, USA), No. 
87066197, M. A. Smith et al., ^'Treatment of 
experimental me thicill in-resistant 
Staphylococcus epidermidis endophthalmitis 
with intravitreal vancomycin". Ophthalmology, 
1986, Vol. 93, No, 10, pp. 1328-1335 
C. Hanna, ''Delivery of antibiotics to the 
eye". Life Sci., 1980, Vol. 27, No. 25-26, 
pp. 2509-2512 

GB, 1537047, A (Fisons, Ltd.), 29 December 
1978 (29.12.78) 



Form PCT/IPEA/409 (Box V) (January 1994) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

Document 6: EP, 342396, Al (LEK, tovarna f armacevtskih in 
kemicnih izdelkov, n.sol.o), 23 November 1989 
(23.11.89) 

Document 7: JP, 54-41322, A (Showa Yakuhin Kako Co., 
Ltd.), 2 April 1979 (02.04.79) 

Explanation 

Documents 1-3 disclose the usefulness of vancomycin 
for treating MRSA and MRSE eye infections. 

Document 4 discloses delivery of high concentrations 
of antibiotics in a sustained manner into the eye by using 
ophthalmic ointments as a form of presentation. 

Therefore, attempting the preparation of ophthalmic 
ointments containing a suitable salt of vancomycin such as 
vancomycin hydrochloride for treating eye infections is 
obvious to a person skilled in the art. The quantity of 
vancomycin added is also such as could fittingly be 
selected by a person skilled in the art. 

Ingredients conventionally used in ophthalmic 
ointments are also widely known, as disclosed in Documents 
5-7; therefore, selection among these is such as is within 
the discretion of a person skilled in the art. 

Moreover, the effects thereof are such as could be 
expected by a person skilled in the art. 

Therefore, the inventions described in Claims 1-5 do 
not involve an inventive step. 

The inventions described in Claims 1-5 are 
industrially applicable. 




il application No. 



PCT/JP 00/04226 



Form PCT/IPEA/409 (Box V) (January 1994) 



^ n ^ tt fk m 

PCT 



(jfes*, mmnmmmAo. 41^) 

[PCTIS^ PC T3^ij43s 44] 



<r>mmm^- TA— 35 


<^^«??^«&#fc:oi/>-cfi. m^m^m^(D=&n'i&^m^{-p QT / 1 s a/'2 2 o) 


PCT/ J P 0 0/0 4 2 2 6 


(0.^.^) 28. 06. 00 


(B.^.^) 2 9. 0 6. 9 9 





1. HggWS^^^SSg 

3. □ lS?«o^-^±7>s:X^DLT^^5 (mnfflB#fiB) , 



5. m^mt 0 ffl«sA>4^saLfctj<7D%*s>-r-5, 



□ ^fflffl({c:^F$ttt:v^2. J; (c. fetg^tmiiJM47^ •(PCTMBiJ38.2(b)) co^SJCii? 



6. ¥:m%tt\,\^<ii^^ih^m-t. 

M Eli-^o. □ tB«SAiS7rLfci:fc!9T-fc5. (v) ?i L 

□ anSAttSSr^^'iTJ^ofc, 

□ 3is:lKl«:|g^<D#taSr-SJ:<^LTV^5. 



m^PCT/ I S A/2 1 0 (^l-t-v^) (1 9 9 8^7^) 



— # 

ag^fcbffiS^ PCT/'JPO0/O4226 

A. ?&m(Dmi-6^m<D^m mm^n^m (i po ) 

Int. CI' A61K38/0 8. A61K9/06, A61P31/04, 2 7/02 



m^trn^tzMc^hm^n m^^<\^^^m (i po ) 

Int. CI' A61K38/0 8. AeiKS/Oe, A61P31/04, 2 7/02 




CAPLUS (STN) , MEDLINE (STN) . BIOSIS (STN) 


c. m^M-ri>tmibhK^xm 








Y 


Database .Medline on STN, US National Library of Medicine, 
(Bethesda, MD, USA), No. 92374002, Tazawa, H. and Ooishi, M. , 
' MRSA ocular infections' abstract, & Nippon Rinsho. Jpn. J. 
Clin. Med., 1992, Vol.50, No. 5. p. 1122-1126, ^Xm^^M 


. 1-5 


Y 


Database Medline on STN, US National Library of Medicine, 
(Bethesda, MD, USA), No. 92133925, Eiferman, R.A. , et al. , 
' .Methicillin-resistant Staphylococcus aureus corneal ulcers' 
abstract, Annals of Ophthalmology, 1991, Vol. 23, No. 11, 
p. 414-415 


1-5 



0 cm<r>^^^\z^-scmm^^f\.x\<^^. 



TAJ m^mm<r>^i,xMcr:\-i.fii< . -m=im^im^7i^^ 
roj amizx^mTT^. mm. M7^^\z-mR-t<>xm 



TTj m^.mmBXi-im9cBmz'Ji^^ntzxmx'^-DX 

rxj <^{zmm<r>h^x^x^<}X . '^mxm<D?f.x%m 
TYj mzmm<Di>?>xmx:$>^x. ^^xmtiiL(r>i&. 

r&j m-y<7->'h-7Ttv-XiS< 



2 0. 0 9. 0 0 


mmm^n^<r>^mB 03. 1000 


m^m^mm<o^^Rxj^^x^ 

0*ll#fffr (I S A/ J P) 
nm^^ 10 0-8915 


03-3581-1101 P 


4 C 


9 6 3 9 


3 4 5 2 



S^PCT/ I S A/2 1 0 (m2--i-v') (1 9 9 8^7.^) 



mmm^m 




SBStU«i*-f- PCT/ J P 0 0/0 4 2 2 6 



c cmt) 



A 



A 



A 



Database^Medline on STN, US National Library of Medicine, 
(Bethesdi, MD, USA), No. 87066197, Smith M. A., et al. , 
'Treatment of experimental methicillin-resistant 
Staphylococcus epidermidis endophthalmitis with intravitreal 
vancomycin' Ophthalmology, 1986, Vol. 93, No. 10, p. 1328-1335 

Hanna, C, ' Delivery of antibiotics to the eye' 
Life Sci. , 1980, Vol. 27. No. 25-26, p. 2509-2512 

GB, 1537047, A (Fisons Ltd. ), 29.12.^.1978 (29.12.78), 

k JP. 52-44242, A & FR, 2326189, A & DE, 2634908, A 

EP, 342396, Al (LEK, tovarna farmacevtskih in kemicnih 
izdeikov, n. sol.o). 23.11^.1989 (23.11.89). MMmi-80m. 
& JP, 1-313429, A 

JP. 54-41322, A (Bgf p^p^p-fbXttiC^a) . 2.4^.1979 

(02.04.79), m^^m^Tjkvti) m2MiE±mm3-immm. 



1-5 



1-5 



1-5 



1-5 



1-5 



m^PCT/ I 



S A/2 I 0 (B2-<— >'<D^#) (1 9 9 8¥7^) 



PCT 

[ P C T 3 6 ^Rtr P C TaaiJTO] 



«Ec o 0 6 JUL 2001 



rn 



WlPO 



PCT 



1^ 



00 

m 
o 

m 
< 



<DS®ie-^ TA-3 5 


r— -fg J 

I PEA/4 16) ^^m-r^zto ^ 


PCT/ J P 0 0/0 4 2 2 6 


(0.^.^) 2 8. 06. 00 


«3fe0 

(0.^.^) 2 9. 06. 9 9 


®^#fF5^^ (IPC) I n t . C 1 ^ 


A61K3 8/0 8. A61K9/06, A61P3 1/04. 2 7/0 2 









( p c T^iij7o. i6^t/p c rmmmwim eo? ^^m) 



3. ^(omm^mm^n^it^ »i<D^m^^tf. 



I 


m 


n 


□ 


m 


□ 


IV 


□ 


V 


m 


VI 


□ 


vn 


□ 


m 


□ 



2 2. 12. 0 0 


2 1. 0 6. 0 1 


0;*:si^l^iT (I PEA/ J p) 

»1Sg## 1 0 0-8 9 1 5 

ffl ^5 llHT a 4 S 3 # 


l^ff/T^^I- («IPScO^^«*) 4 C 9 0 5 1 


miS## 03-3581-1101 3452 



«^PCT/I PEA/4 0 9 (^«) (1 9 9 8¥7^) 



SKttSJBS-t PCT/J POO/0 4 2 2 6 



1. roSB^i^{i»^^^(iTIBOttiK*Sic^-:5VNTf^^$ttfco (&^6^ (PCT14*) o^^{;iS-:5<- 



PCTai'JTO. 16, 70. 17) 

|xj mmm<om^mm9m 



mfrnm- 



jM. pcT 1 9 ^(Dmm\zm<^^mAE^titzh(r> 



±m<ommiitm(o^m\^. Tmz7jk-rm^^f^><i^^\ :i(ommmm(ommx-^^o 

□ ®^^3g<^fcie){ciittj p c T^iij23. 1 (b) ^cv^ 0 mmxcowm 

□ PC T^IIJ48. 3(b) tCV^ 9 Bf§ 

□ El® m^(oy^ 



121. {c*>{t^^J»rO^(;i#iirL;^.cttttf^/jr^"f . 2(s:^^(;iS5f^-r5o ) 



^^PCT/I PEA/4 0 9 m\m) (1 9 9 8^7.^) 



fflBlttl«S# PCT/J P 0 0/0 4 2 2 6 



iSf«tt. m^^xiimm±<omm^mmcr>\,^x<ommi 2^ (pcT3 5^fe{2)) tc^^s^w, *ix«r«M»t5 



mm^ (N) 



1-5 



( I s) 



1-5 



1-5 



2. S:i9t&t;:tftl^ (PCTMIIJ70.7) 



iStSfe 1 • Database Medline on STN, US National Library of Medicine, 

(Bethesda, MD, USA), No. 92374002, Tazawa, H. and Ooishi, M. , 
'ErfRSA ocular infections' abstract, & Nippon Rinsho. Jpn. J. 
Clin. Med., 1992, Vol.50. No. 5. p. 1122-1126, MX^^^^m 

XfSk2 '• Database Medline on STN, US National Library of Medicine, 
(Bethesda, MD, USA). No. 92133925, Eiferman. R.A. . et al. . 
' Methicillin-resistant Staphylococcus aureus corneal ulcers' 
abstract. Annals of Ophthalmology, 1991, Vol. 23, No. 11, p. 414-415 

iScSfeS ' Database Medline on STN, US National Library of Medicine, 
(Bethesda, MD. USA). No. 87066197. Smith M. A., et al. . 
'Treatment of experimental methicillin-resistant Staphylococcus 
epidermidis endophthalmitis with intravitreal vancomycin' 
Ophthalmology, 1986, Vol. 93, No. 10, p. 1328-1335 

l5;S^4 : Hanna. C. 'Delivery of antibiotics to the eye' 
Life Sci. , 1980, Vol. 27, No. 25-26, p. 2509-2512 

•XW^^ : GB. 1537047. A (Fisons Ltd.), 29.12^.1978 (29.12.78) 

:5CSfe6 '• EP, 342396. Al (LEK. tovarna farmacevtskih in kemicnih izdeikov, 
n. sol. o), 23. 11>^ . 1989 (23. 11. 89) 

XM^l :JP, 54-41322, A (BSfp^p"n>fbXt5|5^#tt) , 2.4>^.1979 (02.04.79) 



«^PCT/ I PEA/'4 0 9 (SVffl) (1 9 9 8^7^) 



mfSkmmm^ pct/j poo/o4 2 26 



V m<om^ 



■Xllk 1-3 y<^^=i^4 v':/ (vancomycin) ;i)SMR S AS.tJ^MR S EOil^^jS 



«I^PCT/I PEA/4 0 9 (ffi^ia) (1 9 98^7^) 



